 (
Please forward the 
completed
 forms to:
Adele Kay
HREC Administration
University of Tasmania
Private Bag 01
HOBART TAS 7001
)



 (
HUMAN RESEA
RCH ETHICS 
COMMITTEE  (
TASMANIA
) NETWORK
)


International Serious Adverse Event Reporting
Quarterly Report
A quarterly report is to be submitted to the HREC, outlining all the international SAEs reported for that time period.  The international report form should be downloaded from the website http://www.research.utas.edu.au/human_ethics/forms.htm
and can be used in one of two ways:

1. If the sponsor has a Data Safety Monitoring Board, SAE review committee or similar, it is recommended that a copy of their report be sent with the form – in this instance we do not need a copy of the individual event reports.

2. If the sponsor does not have a Data Safety Monitoring Board or similar that provides reports to the Chief Investigator, the form should be completed listing all the individual events that have been reported to the CI from the sponsor over that time period.  ONE copy of each of the reports that the sponsor deemed ‘probably, possibly, definitely’ related to the study device or drug must be attached to the back of the form and clearly marked as to which event they are associated with.


	Study Details

	Ethics Reference Number
	

	Chief Investigator
	

	Trial Coordinator / Data Manager / Research Nurse
	

	Phone
	Fax
	Email
	

	Contact Address



	Category of International Report (complete the appropriate category)

	Category One:  DSMB report attached
	Please provide detail of either the dates of the attached DSMB (or similar) reports: 



Category Two: Individual event reports for events deemed possibly or definitely related are attached
	List all the events reported to you by the sponsor being covered by this report.  Please BOLD any events deemed possibly or definitely related that are attached.  Format should be:   SAE REPORT NUMBER / EVENT / RELATIONSHIP TO STUDY DRUG:








	Please answer the following questions

	Confirm that the investigator has reviewed all international serious adverse events for the period
	

	Do you have an specific concerns regarding any of the Serious Adverse Events that the you have reviewed over the periods and are you continuing to monitor the progress of any of the Serious Adverse Events?
If yes, please indicate what the medical conditions/events are
	

	Have there been any changes to the Protocol, Investigator’s Brochure, Patient Information Sheet or Consent Form as a result of any of the SAEs that may affect the conduct of the trial or the safety of the participants or their willingness to continue participation in the trial?
	

	If participants are to be advised of any risks, a copy of the amendment information sheets and consent forms should accompany the report for approval
	

	Please advise if the trial has been stopped or the patient’s participant in the trial due to concerns about the International Serious Adverse Event
	



	By signing this form the Chief Investigator is acknowledging that the above information is correct

	Chief Investigator 

	Signature




	Acknowledgement of Receipt by Ethics Office 

	Ethics Officer:

	Signature
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